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DETAILED ACTION 

This Office Action is in response to the argument and amendment filed on 30 
November 2007. Claims 1-107, 1 14 and 131 have been cancelled. Claims 108-1 13, 
115-130 and 132-146 are pending and currently examined. 

Claim Objections 

The objection to claim 108 is maintained in response to Applicant's amendment. 
Applicants added a limitation reciting the abbreviated name "FHV" without first 
identifying the full name, feline herpes virus. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. §1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The rejection of claims 108-113, 11 5-1 30 and 132-146 under 35 U.S.C. §1 03(a) 
as being obvious over Maeda et al. (1 997) in view of Prud'homme et al. (1 997) and 
Scott etal. (1999, IDS No. C14) is maintained. 

The instant claims are directed to a method comprising contacting a biological 
specimen with a recombinant protein comprising at least 300 contiguous amino acids 
from SEQ ID NO:1 8, SEQ ID NO:20 or SEQ ID NO:22 under conditions suitable for 
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formation of a complex with an antibody, detecting the protein-antibody complex, and in 
the absence of the complex, vaccinating the animal against herpesvirus. 

Maeda etal. disclose that glycoprotein (gC) as a subunit antigens in vaccine 
immunity for FHV-1 infection in cats and that monoclonal antibodies reacting with the 
gC can evaluate the gC antigen in vaccines (page 108, last U). Secondly, Maeda et al. 
disclose the nucleotide and amino acid sequence of a recombinant FHV type 1 (FHV 1) 
gC protein (page 107) expressed in COS cells (page 106), which aligns with the 
instantly claimed SEQ ID NO:22 and differs from SEQ ID NO: 1 8 and 20 by one amino 
acid, from valine in SEQ ID NO: 18 or 20 to glycine, which is prima facie obvious since 
the minor change in chemical configuration or design of molecule discovered or made 
by applicants is de minimis, since there is no evidence that the change from valine to 
glycine of epitope is essential for immunogenic activity, and since applicants have not 
explained practical advantages of any differences in the structure between claimed 
sequence and prior art. See Ex Parte Anderson 30 USPQ2d 1866 (Bd. Pat. App. & Int. 
1993). 

Maeda et al. do not disclose detection of antibody:protein complex prior to 
vaccination. 

Prud'homme etal. disclose a recombinant herpes virus glycoprotein antigen, 
gp50 used in a competitive ELISA for detection in animal sera of antibodies of 
pseudorabies virus (PRV), an alphaherpesvirus (page 278, Materials and Methods). 
Prud'homme et al. further disclose that ELISAs, either as indirect or competitive formats, 
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have been used to discriminate between naturally infected and vaccinated animals 
(page 287, 1 st column, line 10-14). 

Prud'homme etal. do not explicitly suggest vaccination when not detecting the 
antibody-protein complex. 

Scott et al. disclose a method to evaluate duration of immunity in cats vaccinated 
with a vaccine of feline panleukopenia virus (FPV), feline herpesvirus (FHV), and feline 
calcivirus (FCV) and specifically recommend that cats be revaccinated against FPV- 
FHV-FCV (Abstract). Specifically, antibody titers against FPV, FHV, and FCV in the 
sera samples of the vaccinated and unvaccinated contact control cats are measured. 
See page 653, 2 nd column, last paragraph and Figure 1. 

It would have been prima facie obvious to a person of ordinary skill in the art at 
the time the invention was made to modify FHV-1 gC vaccination method disclosed by 
Maeda etal. such that the same vaccine antigen is used in the detection of antibody- 
protein complex, as taught by Prud'homme etal., such that the presence or absence of 
the antibody-protein complex is employed in the method to evaluate the immune status 
and to determine whether to vaccinate against FPV-FHV-FCV as suggested by Scott et 
al. One having ordinary skill in the art would have been motivated to do so to more 
accurately assess the immune status of the animal and identify the animals in need of 
the FHV, FCV or FPV vaccine with this specific recombinant antigen since Maeda et al. 
explicitly suggest the application of the glycoprotein C as a subunit antigen in vaccine 
immunity for FHV-1 infection in cats (p. 108, last If). There would have been reasonable 
expectation of success given that a herpes virus glycoprotein is routinely used by one 
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skilled in the art for the detection of antibody:antigen complex to evaluate immune 
status in animals, as taught by Prud'homme etal. Thus, the invention as a whole was 
clearly prima facie obvious to one of ordinary skill in the art at the time the invention was 
made. 



Response to Arguments 

Applicant's arguments filed on 30 November 2007 have been fully considered but 
they are not persuasive. 

Applicants argue that neither the Scott reference nor the Maeda reference 
provides a nexus between detecting protective antibodies in sera and the gC protein of 
FHV. However, Applicants left out the Prud'homme reference in the argument. The 
instant claims are directed to a method comprising contacting a biological specimen 
with a recombinant gC protein comprising at least 300 contiguous amino acids from 
SEQ ID NO:18, SEQ ID NO:20 or SEQ ID NO:22, detecting the protein-antibody 
complex, and in the absence of the complex, vaccinating the animal against 
herpesvirus. The Maeda reference discloses vaccinating the animals against 
herpesvirus and all the recombinant gC antigens comprising at least 300 contiguous 
amino acids from SEQ ID NO:18, SEQ ID NO:20 or SEQ ID NO:22. The Prud'homme 
reference describes detecting the antigen:antibody complex using an alphaherpesvirus 
glycoprotein. Therefore, every claim limitation is met by the Maeda and the 
Prud'homme references. FHV is an alphaherpesvirus. Thus, the combination of the 
Maeda reference and the Prud'homme reference provides the nexus between detecting 
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antigen-specific antibodies in a biological specimen and the vaccination with gC protein 
of FHV. 

Applicants argue that Scott et al. disclose determining anti-FHV antibody titer by 
virus neutralization assays that utilize whole viruses, not the claimed recombinant 
antigen. However, this argument mischaracterizes the rejection because Scott et al. 
was proffered for teaching the motivation or suggestion to modify the Maeda method by 
including an additional step of detecting antigen:antibody complex as taught by 
Prud'homme et al., before vaccination against FHV, as taught by Scott et al. Scott et al. 
disclose the rationale of evaluating the immune status, which determines the necessity 
of vaccination, before vaccinating the animals. The step of determining anti-FHV 
antibody by a recombinant glycoprotein antigen is taught by Prud'homme et al. Thus, 
the obviousness of the combination does not hinge on whether Scott et al. suggest 
using a recombinant antigen. Rather, the motivation to combine the references was to 
use the Prud'homme reference's antigen :antibody to detect FHV antibody in a 
vaccination method using a recombinant gC antigen as taught by Maeda et al., so that 
the antigemantibody detection determines the amount of antibody titer left in the animal 
body and thereby determines whether the animal needs the vaccination, as taught by 
Scott et al. Thus, the combination of Maeda et al., Prud'homme et al. and Scott et al. is 
properly motivated. 

Applicants further argue against the Maeda reference, specifically, against the 
phrase that the results "might contribute for the evaluation of the gC protein as one of 
the most important" antigens in immunity. Applicants assert that this phrase should be 
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interpreted as nothing more than a suggestion by Maeda et al. to further explore the role 
of the gC protein in immunity to infection and that viral protein other than gC may be 
responsible for protection from infection. However Applicants believe the sentences 
should read, Maeda et al. explicitly disclose the claimed recombinant antigen and the 
claimed method of vaccination with gC protein. Applicants further cited the Horimoto 
reference as evidence to show that there is no correlation between in vitro antibody 
neutralization and in vivo protection. However, the evidence in the Horimoto reference 
is not relevant to the instant invention because the lack of in vitro and in vivo correlation 
of antibody response is detected in a 107 kDa glycoprotein, which is different from the 
claimed gC antigens taught by the Maeda reference. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Correspondence 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Louise Humphrey, Ph.D. whose telephone number is 
571-272-5543. The examiner can normally be reached on Mon-Fri, 9:30 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell, can be reached at 571-272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

/L HV 

Examiner, Art Unit 1648 
/Bruce Campell/ 

Supervisory Patent Examiner, Art Unit 1648 



